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FINAL REJECTION 
Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3, 5-1 1 , 17-20, 22-24, 27 and 29 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Parikh et al. (US 2002/0106403) in view of Caruso et al. (EP 
1 116 516). 

With respect to claims 1,2, 6-9, 17, 18, 19, 22, 24, 27 and 29, Parikh et al. 
discloses a solid dosage form for oral administration comprising a coherent matrix with 
a disintegration time of less than 30 seconds [0024], wherein the matrix comprises an 
active ingredient which is slightly soluble in a physiological fluid (poorly soluble) [0010]. 
Parikh et al. discloses mixing the active ingredient with matrix-forming, physiologically 
acceptable excipients to provide a mixture and forming the mixture into dose units 
(tablet) [0022] and the active ingredient is in the form of fast-releasing microcapsules 
(phospholipid-coated microparticles) [0012], [0025]. Parikh et al. disclose the 
microcapsules comprising a core (microparticle) and a shell (coating), wherein the core 
comprises the slightly soluble active ingredient. Since the microcapsule is considered 
to be rapid-releasing, the shell is also considered to have a high permeability. Parikh et 
al. further discloses the microcapsules having an average size of less than 10pm 



Application/Control Number: 10/529,284 Page 3 

Art Unit: 1615 

[001 7]. Parikh et al. fails to expressly disclose the shell of the microcapsules 
comprising of at least one polyelectrolyte and a counter ion to the polyelectrolyte. 
Caruso et al. discloses using microparticles having shell comprising an amphiphilic 
(phospholipid) and alternating layers of polyelectrolytes of opposite charges, where the 
polymer layers are self-assembled by means of electrostatic layer-by-layer deposition 
[0009], [0019]. Caruso et al. further discloses controlling the permeability and porosity 
of the capsule by controlling the number of layers and by the selection of the 
polyelectrolytes used for the shell [0032], [0036]. It would have been obvious to one of 
ordinary skill in the art modify the composition of the shell of the microcapsule, as taught 
by Caruso et al., for the predictable result of controlling the release rate of the 
microcapsule. 

With respect to claim 3, the modified Parikh et al. discloses the release of active 
ingredient is virtually complete within 1 minute [0025]. 

With respect to claim 5, the modified Parikh et al. discloses the slightly soluble 
active ingredient is an antihypertensive or a sedative [0013]. 

With respect to claim 10, the modified Parikh et al. discloses the matrix is 
produced by compressing a material selected from at least one of powder and granules 
[0022]. 

With respect to claim 1 1 , the modified Parikh et al. discloses the matrix is 
produced by freeze-drying a substance selected from at least one of a fluid and a highly 
viscous composition [001 1]. 
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With respect to claim 20, tine modified Paril<li et al. discloses mixing the mixture 
with a liquid carrier (aqueous medium) to provide a solution, wherein forming the 
mixture into dose units includes dividing and freeze-drying the solution [0018]-[0020]. 

With respect to claim 23, the modified Parikh et al. discloses the active ingredient 
is a therapeutic [0017]. 

Claims 4, 25 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Parikh et al. in view of Caruso et al. and further in view of Green et al. (US 
2001/0055611). 

With respect to claim 4, the modified Parikh et al. addresses all the limitations of 
claim 1, and further discloses the matrix can include mannitol and gelatin [0018]. The 
modified Parikh et al. fails to expressly disclose the content of gelatin and mannitol 
being in a ratio of 1 :1 to 1 :3. Green et al. illustrates in Example 2, a formulation 
comprising microcapsules (coated paracetamol) and gelatin and mannitol at a ratio 
close to 1 :1 . It would have been obvious to one of ordinary skill in the art to modify the 
ratio of the gelatin and mannitol in order to provide an optimum rapidly disintegrating 
solid oral dosage form that does not have an unacceptable taste (does not rely on the 
use of sweeteners and flavoring agents), as taught by Green et al. [0048]. Further, it 
has been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or working ranges involves only routine skill in the art. In re 
Aller, 105 USPQ 233. 
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With respect to claim 25, the modified Parikh et al. discloses the slightly soluble 
active ingredient is an antihypertensive or a sedative [0013]. 

With respect to claim 28, the modified Parikh et al. discloses the shell (coating) of 
the microcapsules comprise a lipid layer (phospholipid) [0025]. 

Claims 12 and 21 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Parikh et al. in view of Caruso et al. and further in view of Virgalitto et al. (US 
2005/0089548). 

With respect to claim 12, the modified Parikh et al. addresses all the limitations of 
claim 1, however fails to expressly disclose the matrix is produced by solidifying a 
composition which has been spread out into a film. Virgalitto discloses microcapsules 
containing active ingredients, such as pharmaceutical active ingredients, in an edible 
film (matrix) [0012], [0043]. Vigalitto further discloses the matrix is produced by 
solidifying a composition which has been spread out into a film [0074]. It would have 
been obvious to one of ordinary skill in the art to modify the method of making the 
matrix in order to create an alternative oral dosage form for patients that are unable or 
have a difficult time swallowing conventional oral dosage forms, as taught by Vigalitto 
[0002]. 

With respect to claim 21 , the modified Parikh et al. addresses all the limitations of 
claim 18, however fails to expressly disclose mixing the mixture with a liquid carrier 
(inherent to aqueous solution) to provide a solution, wherein forming the mixture into 
dose units includes spreading the solution into a film and drying the film. Vigalitto 
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discloses the edible film is formed by mixing the mixture (microcapsules and excipients) 
with a liquid carrier to provide a solution, spreading the solution into a film and drying 
the film [0074], [0076]. It would have been obvious to one of ordinary skill in the art to 
modify the method of making the oral dosage form in order to create an alternative oral 
dosage form for patients that are unable or have a difficult time swallowing conventional 
oral dosage forms, as taught by Vigalitto [0002]. 



Response to Arguments 

Applicant's arguments filed April 21, 2008 regarding the rejection under Khankah 
et al. (US 6,024,981) in view of Caruso et al. (WO 00/72181) have been fully considered 
and are persuasive, and the rejection has been withdrawn. 

Applicant's arguments filed April 21, 2008, regarding the rejection under Parikh et 
al. (US 2002/0106403) in view of Caruso et al. (EP 1 116 516) have been fully 
considered but they are not persuasive. 

With respect to claims 1,18 and 24, applicant argues that Parikh or Caruso et al. 
would enable controlling the release rate to meet the "fast-release capsules" limitation of 
the claimed dosage and methods. Examiner respectfully disagrees. Parikh et al. 
teaches rapid-releasing microcapsules comprising a core (microparticle) and a shell 
(coating), wherein the core comprises the slightly soluble active ingredient. Examiner 
notes that the shell is also considered to have a high permeability since it allows the 
active ingredient to be released rapidly. Caruso et al. demonstrates an example of 
microcrystals (core) encapsulated with polyelectrolyte multilayers producing a rapid 
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release characteristics, and increasing the number of layers decreases porosity 
(permeability) thereby decreasing the release rate [0013], [0053]. Further, Caruso et al. 
teaches the polyelectrolytes and its counterions being the same materials as that of the 
applicant, therefore are considered to have similar properties (high permeability and fast 
release) [0022], [0023]. Therefore, it would have been obvious to one of ordinary skill to 
combine the teachings of Parikh et al. and Caruso et al. in order to create a 
microcapsule with the desired release rate for the predictable result of forming a rapid 
releasing microcapsule. Thus, applicant's arguments are not persuasive and the 
rejection above is maintained. 

With respect to the remainder of the claims, applicant argues the deficiencies of 
the independent claims and fail to provide specific arguments regarding the dependent 
claims. Therefore, the rejection above is maintained. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, liowever, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Telephone/Fax Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suezu Ellis whose telephone number is (571 ) 272-2868. 
The examiner can normally be reached on 8:30am-5pm (Monday-Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sharon Kennedy can be reached on (571) 272-4948. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
SE 

/Sharon E. Kennedy/ 

Primary Examiner, Art Unit 1615 



